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26/07/1999 



International Patent Classification (IPC) or national classification and IPC 
A61K38/47 



Applicant 

G.D. SEARLE & CO. et al. 



1 . This international preliminary examination report fias been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 5 sheets, Including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains Indications relating to the following Items: 

Basis of the report 

Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of Invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or Industrial app 
citations and explanations suporting such statement 



1 




II 


□ 


III 




IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 
14/02/2001 



Name and mailing address of the Intemational 
preliminary examining authority: 
European Patent Office 

D-80298 Munich 
Tel. +49 89 2399 - 0 Tx: 523656 epmu d 

Fax: +49 89 2399 - 4465 



Date of completion of this report 
05.04.2001 



Authorized officer 
Thalmair. M 

Telephone No. +49 89 2399 2177 




Form PCT/IPEA/409 (cover sheet) (January 1994) 



INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/USOO/1 6340 

I. Basis of the report 

1 , With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7) ): 
Description, pages: 

1-16 as originally filed 

Claims, No.: 

1-13 as originally filed 

Drawings, sheets: 

1/6-6/6 as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise Indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable fomn. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded In computer readable form is identical to the written sequence 
listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 1) (July 1998) 




INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/USOO/16340 



□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing sucli amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to Involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire intemational application. 

^ claims Nos. 1-9 (industrial applicability). 

because: 

^ the said International application, or the said claims Nos. 1 -9 (industrial applicability) relate to the following 
subject matter which does not require an international preliminary examination (specif^/): 
see separate sheet 

□ the description, claims or drawings {indicate particular elements belo)/\/) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specif^: 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos, . 

2. A meaningful intemational preliminary examination cannot be carried out due to the failure of the nucleotide 
and/or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the standard. 

□ the computer readable form has not been fumished or does not comply with the standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-13 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 2) (July 1998) 




INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/USOO/1 6340 



No: Claims 

Inventive step (IS) Yes: Claims 1-13 

No: Claims 

Industrial applicability (lA) Yes: Claims 1 0-1 3; concerning 1 -9, see Separate Sheet 

No: Claims 



2. Citations and explanations 
see separate sheet 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 3) (July 1998) 
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INTERNATIONAL PRELIMINARY International application No. PCT/USOO/1 6340 

EXAMINATION REPORT - SEPARATE SHEET 



Section ill 

Claims 1-9 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with respect 
to the industrial applicability of the subject-matter of these claims (Article 34(4)(a)(i) PCT). 

Section V 

V.I- The subject-matter of present claims 1-13 is both novel and inventive (Art. 33 (1-3) 
PCT) over the reference cited in the Search Report, i.e. US-P-5786368, which mentions 
that the N-alkyI derivatives of deoxygalactonojirimycin (= DGJ) may also be used in 
combination with glucocerebrosidase for the treatment of Gaucher's disease (see col. 3, 
end of the first paragraph). 

However, neither a combination drug composition comprising a N-alkyI derivative of 
deoxynojirimycin (= DNJ = 1 ,5-dideoxy-1 ,5-imino-D-glucitol) having from two to twenty 
carbon atoms in the alkyi chain and a glucocerebrosidase enzyme in a pharmaceutically 
acceptable diluent or carrier (claims 10-13) nor its use for the treatment of patients affected 
with a glycolipid storage disease such as Gaucher's disease (claims 1-9) have been 
disclosed or suggested before. 

V-2. For the assessment of the present claims 1-9 on the question whether they are 
Industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to the 
use of a compound in medical treatment, but may allow, however, claims to a known com- 
pound for first use in medical treatment and the use of such a compound for the 
manufacture of a medicament for a new medical treatment. 



Form PCT/Separate Sheet/409 (Sheet 1) (EPO-April 1997) 
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PCT 



INTERNATIONAL SEARCH REPORT 

(PCT ArUcle 1 8 and Rules 43 and 44) 



Applicant's or agenf s file reference 

3229/l/PCT 


pQp FURTHER Notification of Transmittal of International Search Report 
(Form PCT/ISA/220) as well as, where applicable, item 5 below. 

ACTION 


International application No. 

PCT/ us 00/16340 


International filing date (day/month/year) 

24/07/2000 


(Earliest) Priority Date (day/month/year) 

26/07/1999 


Applicant 

G.D. SEARLE & CO. et al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 1 8. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 3 sheets. 

[X] It is also accompanied by a copy of each prior art document cited in this report. 



1. 



Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application In the 
language in which it was filed, unless otherwise indicated under this item. 

I I the international search was carried out on the basis of a translation of the international application furnished to this 
' — ' Authority (Rule 23. 1 (b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 

I I contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readble form. 



□ 
□ 
□ 
□ 

□ 



the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 



2. 
3. 

4. 



6. 



I I Certain claims were found unsearchable (See Box I). 
I I Unity of Invention Is lacking (see Box II). 

With regard to the title, 

[ I the text is approved as submitted by the applicant. 

[X] the text has been established by this Authority to read as follows: 

USE OF LONG-CHAIN N-ALKYL DERIVATES OF DEOXYNOJIRIMYCIN AND A GLUCOCEREBRO- 
SIDASE ENZYME FOR THE MANUFACTURE OF MEDICAMENT FOR THE TREATMENT OF GLYCOLIPID 
STORAGE DISEASES 

Whh regard to the abstract, 

pr| the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstract is Figure No. J 

Pr| as suggested by the applicant, Q None of the figures. 

I I tsecause the applicant failed to suggest a figure. 

I I because this figure k)etter characterizes the invention. 



Form PCT/ISA/210 (first sheet) (July 1998) 



IN] 



iNATIONAL SEARCH REPORT 



^^^iternatlonal Application No 

I PCT/US 00/16340 



A. CLASSIFICATION OF SUBJECT MATTER . 

IPC 7 A61K38/47 A61P7/00 //(A61K38/47,31 :44) 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 A61K 



Documentation searched other than minimum documentation to the extent that such documents are included In the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

EPO-Internal, CHEM ABS Data, CANCERLIT, BIOSIS, EMBASE, MEDLINE, WPI Data, PAJ 



C. DOCUMEm-S CONSIDERED TO BE RELEVAhfT 



Category Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



us 5 786 368 A (BUTTERS TERRY D 
28 July 1998 (1998-07-28) 
column 3, line 10 line 17 



ET AL) 



1-13 



□ 



Further documents are listed in the continuation of box C. 



Patent family members are listed in annex. 



Special categories of cited documents : 

"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority claim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as SF)ecified) 

"O* document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the intemational filing date but 
later than the priority date claimed 



"T" later document published after the intemational filing date 
or priority date and not in conflict with the application kxjt 
cited to understand the principle or theory undertying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an Inventive step when the document is taken alone 

"Y" document of particular relevance; the claimed invention 

cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

document member of the same patent family 



Date of the actual completion of the intemational search 



15 November 2000 



Date of mailing of the intemational search report 

22/11/2000 



Name and mailing address of the ISA 

European Patent Office, P.B. 5818 PatentJaan 2 
NL - 2280 HV Rijswijk 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl. 
Fax: (+31-70) 340^016 



Authorized officer 



Leherte, C 



Form PCT/ISA/210 (second sheet) (July 1992) 



NATIONAL SEARCH REPORT 

hformatfon on patent family members 



Patent document 
cited in search report 



Publication 
date 



International Application No 

PCT/US 00/16340 



Patent family 
member(s) 



US &786368 



28-07-1998 



US 
US 
US 
AT 
AU 
CA 
DE 
DE 
OK 
EP 
ES 
GR 
JP 
UO 
US 
US 
US 
US 
US 



5580884 
5399567 
5798366 
148456 
6783294 
2159988 
69401658 
69401658 
698012 
0698012 
2097653 
3022554 
8510244 
9426714 
5472969 
5656641 
5525616 
5786369 
5801185 



A 
A 

A 
T 
A 
A 
D 
T 
T 
A 
T 
T 
T 
A 
A 
A 
A 
A 
A 



Publication 
date 



03-12- 
21-03- 
25-08- 
15-02- 

12- 12- 
24-11- 

13- 03- 
12-06- 
17-02- 

28- 02- 
01-04- 
31-05- 

29- 10- 
24-11- 
05-12- 
12-08- 
11-06- 
28-07- 
01-09- 



1996 
1995 
1998 
1997 
1994 
1994 
1997 
1997 
1997 
1996 
1997 
1997 
1996 
1994 
1995 
1997 
1996 
1998 
1998 



Form PCT/ISA/210 (patent family annex) (July 1992) 



ATENT COOPERATION TREXtY 



wo 01/07078 
PCT/USOO/16340 



FEB 1 2 200} 



From the INTERNATIONAL BUREAU 



/PCT 

uowrvn i L/tN 1 riAL I 

\^ l^^jj^OpWING THE APPLICANT OF THE 
^^"•vKSWI^iNlCATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47 1(c) first sentence) 


To: ^ — 

MEYER, Scott, J. [ ^(T^\^\\y 
G.D. Searle & Co. Y/ 
P.O. Box 5110 

ETATS-UNIS D'AMERIQUE 


Date of mailing (day/month/year) 
01 February 2001 (01.02.01) 


Applicant's or agent's file reference 

3229/1 /PCT 


IMPORTANT NOTICE 


International application No. International filing date (day/month/year) Priority date (day/mo nth/year) 
PCT/USOO/16340 24 July 2000 (24.07.00) 26 July 1999 (26.07.99) 


Applicant 

G.D. SEARLE&CO. etal 



1. Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

AU,KP,KR,US 

In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the tnternational application has duly taken place on the date of mailing indicated above and no copy 
OT the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

AE,AG,AUAM,AP,AT,AZ,BA,BB,BG,BR,BY,CA,CH,CN,CR,CU,CZ,DE,DK,DM,DZ,EA,EE,EP,ES,FI, 
GB,GD,GE,GH,GM,HR,HUJD,IL,IN,ISJP,KE,KG,KZ,LC,LK,LR,LS,LT,LU,LV,MA,MD,MG,MK,M^^ 

The communication will be made to those Offices only upon their request. Furthermore, those dffices do not reqXiret^ie 
applicant to furnish a copy of the international application (Rule 49.1(a-brs)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
01 February 2001 (01.02.01) under No. WO 01/07078 

REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
txa mining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 19-month time limit. 

Notethat only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to Tile a demand for international preliminary examination. 

REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 



The International Bureau of WlPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 



Facsimile No. (41-22) 740.14.35 



Authorized officer 

J. Zahra 

Telephone No. (41-22) 338.83.38 



Form PCT/IB/308 (July 1996) 



7^]^2"'^^^^^^^'^S79625r 



#ATENT COOPERATION TRB^fY 



KCI/Ut>0U/lb340 



From the INTERNATIONAL BUREAU 



PCT 



INFORMATION CONCERNING ELECTED 
OFFICES NOTIFIED OF THEIR ELECTION 



(PCT Rule 61.3) 



Date of mailing (day/month/year) 
03 April 2001 (03.04.01) 



To: 



ALBRECHT, Thomas 
Kraus & Weisert 
Thomas-Wimm 
D-80539 Munich' 
GEORGIE 




Applicant's or agent's file reference 
3229/1 /PCT 


IMPORTANT INFORMATION 


International application No. ^ 
PCT/USOO/1 6340 A'i^^^ 


International filing date (day/month/year) 
24 July 2000 (24.07.00) 


Priority date (day/month/year) 
26 July 1999 (26.07.99) 


Applicant 

G.D. SEARLE & CO. et al 



1. The applicant is hereby informed that the International Bureau has, according to Article 31(7), notified each of the following 
Offices of its election: 

AP :GKGM,KE,LS,IVIW,MZ,SD,SUSZ,TZ,UG,ZW 

EP :at,be,ch,cy,de,dk,es,fi;fr,gb,grje,it,lu,mc,nupt,se 

National :AU,BG,CA,CN,CZ,DEJUJP,KP,KR,MN,NO,NZ,PURO,RU,SE,SK,US 

2- The following Offices have waived the requirement for the notification of their election; the notification will be sent to them 
by the International Bureau only upon their request: 

EA :AM,AZ,BY,KG,KZ,MD,RU,TJ.TM 

OA : BF,BJ,CF,CG,CI,CM,GA,GN,G W,MUMR,NE,SN,TD,TG 

National :AE,AG,AUAM,AT,AZ,BA,BB3R,BY,CH,CR,CU,DK,DM,DZ,EE,ES,FI,GB,GD, 

GE,GH,GM,HR,HUJD,INJS,KE,KG,KZ,LC,LK,LR,LS,LT,LU,LV,MA,MD,MG,MK,MW,MX, 

PT,SD,SG,SI,SUTJ,TM,TR,TT,TZ,UA,UG,UZ,VN,YU,ZA,ZW 

3. The applicant is reminded that he must enter the "national phase" before the expiration of 30 months from the priority date 
before each of the Offices listed above. This must be done by paying the national fee(s) and furnishing , if prescribed, a 
translation of the international application {Article 39(l)(a)), as well as, where applicable, by furnishing a translation of any 
annexes of the international preliminary examination report (Article 36(3)(b) and Rule 74.1). 

Some offices have fixed time limits expiring later than the above-mentioned time limit For detailed information about the 
applicable time limits and the acts to be performed upon entry into the national phase before a particular Office, see Volume 11 
of the PCT Applicant's Guide. 

The entry into the European regional phase is postponed until 31 months from the priority date for all States designated for 
the purposes of obtaining a European patent. 





Authorized officer: y^'^T*^ 


The International Bureau of WlPO 




34, chemin des Colombettes 


Olivia TEFY CJL^^O 


1211 Geneva 20« SwHzeriand 




Facsimile No. (41-22) 740.14.35 


Telephone No. (41 -22) 338.83.38 / 



Form PCT/IB/332 (September 1997) 



3940076 



PATENT COOPERATION TREATY 



From the 

INTERNATIONAL PREUMINARY EXAMINING AUTHORITY 



To: 



ALBRECHT, Thomas et al 
KRAUS & WEISERT 
Thomas -Wimmer -Ring 15 
80539 Munich 
ALLEMA6NE 



PCT 



NOTIFICATION OF RECEIPT 
OF DEMAND BY COMPETENT INTERNATIONAL 
PRELIMINARY EXAMINING AUTHORITY 

(PCT Rules 593(e) and 61.1(b). first sentence 
and AdministratiYe Instructions, Section 601(a)) 



Applicant's or agent's file reference 
11407/kd 



International application No. 
PCT/ US 00/ 16340 



Date of mailing 
(day /month /year ) 



0 z oaol 



IMPORTANT NOTIFICATION 



International filing date ( day /monih /year) 
24/07/2000 



Priority date (day /month /year) 
26/07/1999 



Applicant 

6.D. SEARLE & CO. et al. 



1. 



The applicant is hereby notified that this International Preliminary Examining Authority considers the following date as the 
date of receipt of the demand for international preliminary examination of the international application: 



14/02/2001 



This date of receipt is: 



EINGANG 

" b8.MRZ 200 1 



Patentanwdlte 
KRAUS A WEISgRT 



l^t ^the actual date of receipt of the demand by this Authority (Rule 61.1(b)), 

I I the actual date of receipt of the demand on behalf of this Authority (Rule 59 J (e)). 

I I the date on which this Authority has, in response to the invitation to correct defects in the demand 
(Form PCT/IPEA/404), received the required corrections. 

ATTENTION: That date of receipt is AFTER the expiration of 19 months from the priority date. Consequently, the 
election(s) made in the demand does (do) not have the effect of postponing the entry into the national phase until 30 
months from the priority date (or later in some OifTices) (Article 39(1)). Therefore, the acts for entry into the national 
phase must be performed within 20 months ft-om the priority date (or later in some Offices) (Article 221. For details s 
the PCT Applicants (Tuid^, Volume 11. / v / » 



□ 



(If applicable) This notification confirms the information given by telephone, facsimile transmission or in person 
on: 



Only where paragraph 3 applies, a ccjpy of this notification has been sent to the International Bureau. 



Name and mailing address of the IPEA/ 




European Patent Office 
D-80298 Munich 

Tel. (+49-^9) 2399^, Tx: 523656 cpmu d 
Fax: (+49^9) 2399-4465 



Form PCT/IPEA/402 (July 1998) P20452 



ft}i/0V200l) 



Authorized officer 

DONNELLY P P 
Tel. ( + 49-89) 2399-2362 




